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V. Opinion under PCT Rule 43*2.l(a)(i) on Novelty, Inventive Step and 
Industrial Applicability ,and the references supported thereof and 
explanation 

1. Opinion 

Novelty (N) Claims 1 to 6 Yes 

Inventive Step (IS) Claims 1 to 6 No 

Industrial Applicability(IA) Claims 1 to 6 Yes 

2. Cited references and Explanation 

Reference l: JP 2000-7569 A (Senju Pharmaceutical Co., Ltd.) 2000.01.11 
Reference 2- JP 10 259 132 A (Senju Pharmaceutical Co., Ltd.) 1998.09.29 
Reference 3: WO 02/15878 Al (Senju Pharmaceutical Co., Ltd.) 2002.02.28 
Reference 4- JP 8-151332 A (Senju Pharmaceutical Co., Ltd.) 1996.06.11 
Reference 5: JP 10-316572 A (Senju Pharmaceutical Co., Ltd.) 1998.12.02 

( i ) Inventions of Claims 1 to 6 do not have inventive steps from the 
references cited in the International Searching Report. 

Reference 1 discloses a medicine for smell- disorder containing loteprednol 
etabonate in the form of a nasal-drop suspension(Claims 1 to 4). The 
reference also discloses para-oxybenzoic acid esters and sorbic acid etc as an 
additive, a nonionic surfactant as a suspending agent (0005), (0006). 

Referring to References 2 and 3, in an aqueous suspension containing a 
hardly soluble drug such as loteprednol etabonate, an improvement of 
stability of the drug, preventing adhesion of the sedimented drug to the 
container and formation of blocking of the drug are know techniques. 
((0003) in Ref. 2, page 2, lines 10-15 in Ref.3) 



Referring to References 1 to 5, in an aqueous suspension of an eye-drop, 



II 

nasal-drop and ear-drop etc. containing hardly soluble drug such as 
loteprednol etabonate, sorbic acid, paraoxybenzoic acid ester and nonionic 
surfactant are known additives. ((0005) and (0006) in Ref.l, (0006) and (0007) 
in Ref.2, 4 line 27 on page 10 to line 22 of Ref.3, (0010) in Ref.4 and (0006) 
inRef.5) 

Therefore, in the inventions described in Ref.l, in order to improve the 
stability of the drug, and to prevent adhesion of the drug to the container, 
formation of aggregation of the drug, preparing the aqueous suspension 
containing loteprednol etabonate and compounding known additives such as 
sorbic acid, para-oxybenzoic acid ester and nonionic surfactant into the 
suspension is obvious to the skilled in the art and remarkable effect of the 
inventions by the compounding these additives can not been recognized. 



